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DETAILED ACTION 

1. This Office action is in response to Applicants' petition filed June 2, 2004 to make the 
application special under the provisions of 37 CFR 1 .102(d) and granted June 30, 2004. 
Claims 1-7 are pending and are the subject of this Office Action. 

Information Disclosure Statement 

2. The information disclosure statements (IDS) submitted on 11/21/2003 and 7/5/2005 
have been considered by the examiner. 

3. The Drawings filed on 1 1/21/2003 are accepted by the examiner. 

Claim Objections 

4. Claims 1 is objected to because of the following informalities: It is suggested that 
Applicants re write claim 1 by including the following phrase in line 2 between interferon 
tau therapy and selected, "wherein said conditions is". 

Appropriate correction is required. 

Claim Rejections - 35 USC § 112, second paragraph 

5. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

5a. Claims 1-7 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite 

for failing to particularly point out and distinctly claim the subject matter which applicant 

regards as the invention. 

Claim 1 is indefinite in reciting "an amount effective to produce an initial 

measurable increase in the subject's blood 2\ 5'-OAS level, relative to the blood OAS". 

It is not clear to what degree of increase in synthetase levels would be needed to be 
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considered to measurable increase in 2', 5'-OAS levels. Claims 2-7 are rejected since 
they depend from claim 1 . 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 

under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 

not commonly owned at the time a later invention was made in order for the examiner to 

consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 

prior art under 35 U.S.C. 103(a). 

6a. Claims 1-7 are rejected under 35 U.S.C. 103(a) as being obvious over Soos et al. 
(U. S. Patent No. 6, 372, 206, reference 17 on the PT01449 filed on 11/21/2003). 

The instant invention describes interferon-tau pharmaceutical compositions 
useful for oral administration to treat autoimmune disorders (particularly multiple 
sclerosis), cell proliferative disorders (cancer) and viral disease (hepatitis C). 
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Soos et al. disclose the use of a therapeutically effective amount of orally 
administered ovine interferon-tau for treatment of viral disease, including hepatitis C, 
autoimmune disorder and cancer (col. 4, lines: 25-60). The reference also teaches an 
ovine interferon-tau (SEQ ID NO: 2) that is identical to SEQ ID NO: 2 of the instant 
invention. Soos et al. also disclose advantages of oral administration of interferon-tau 
(col. 9, lines: 5-24). Soos et al. disclose formulations of interferon-tau that are suitable 
for oral administration, including tablets, capsules, slow release preparations, and 
liquids (col. 15, lines: 3-40), as well as therapeutically effective dosages (up to 1x1 0 8 
units per day) that vary as necessary (col. 4, lines: 33-36 and col. 15, lines: 41-53). In 
fact, Soos et al. indicate that higher effective dosages of interferon-tau could be 
administered without the associated toxic side effects because of its low toxicity. The 
orally administered interferon-tau compositions of Soos et al. are deemed to be the 
same as, or only slightly different from those instantly claimed, because the instant 
claims do not distinguish over the prior art interferon-tau pharmaceutical composition. 
In addition, one of skilled in the art would readily adjust the administration to include the 
daily administration of interferon-tau and also for long term during the period of patient 
symptoms. 

The reference also teaches the use of interferon-tau in treating immune system 
disorders such as EAE an animal model (column 13, lines 35-40), meeting the limitation 
of claim 4. Treatment of hepatitis C infection is also described by Soos et al (column 14, 
lines 16-22). Although, the reference does not teach the detection of hepatitis C 
infection by PCR amplification the HCV RNA, one skilled in the art would motivated to 
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6a. Claims 1-7 are rejected under 35 U.S.C. 103(a) as being obvious over Soos et al. 
(U. S. Patent No. 6, 372, 206, reference 17 on the PT01449 filed on 11/21/2003). 

The instant invention describes interferon-tau pharmaceutical compositions 
useful for oral administration to treat autoimmune disorders (particularly multiple 
sclerosis), cell proliferative disorders (cancer) and viral disease (hepatitis C). 

Soos et al. disclose the use of a therapeutically effective amount of orally 
administered ovine interferon-tau for treatment of viral disease, including hepatitis C, 
autoimmune disorder and cancer (col. 4, lines: 25-60). The reference also teaches an 
ovine interferon-tau (SEQ ID NO: 2) that is identical to SEQ ID NO: 2 of the instant 
invention. Soos et al. also disclose advantages of oral administration of interferon-tau 
(col. 9, lines: 5-24). Soos et al. disclose formulations of interferon-tau that are suitable 
for oral administration, including tablets, capsules, slow release preparations, and 
liquids (col. 15, lines: 3-40), as well as therapeutically effective dosages (up to 1x1 0 8 
units per day) that vary as necessary (col. 4, lines: 33-36 and col. 15, lines: 41-53). In 
fact, Soos et al. indicate that higher effective dosages of interferon-tau could be 
administered without the associated toxic side effects because of its low toxicity. The 
orally administered interferon-tau compositions of Soos et al. are deemed to be the 
same as, or only slightly different from those instantly claimed, because the instant 
claims do not distinguish over the prior art interferon-tau pharmaceutical composition. 
In addition, one of skilled in the art would readily adjust the administration to include the 
daily administration of interferon-tau and also for long term during the period of patient 
symptoms. 
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look at the presence HCV RNA PCR amplification with reasonable expectation of 
success because PCR amplification was well known tool at the time of the present 
invention for measuring the presence/levels of HCV RNA. This meets the limitation of 
claim 5. Soos et al. also discuss the use of interferon-tau oral administration for anti 
proliferative effect in treating cancer (column 14, lines 24-44). This meets a limitation of 
claim 6. 

Although, Soos et al., has not discussed the changes in blood OAS level 
following the administration interferon tau, changes in blood OAS is inherent to the 
administration of interferon tau and thus would be expected to change with the 
administration of interferon-tau. Thus, OAS level would be anticipated to increase (when 
monitored) with the administration of interferon-tau meeting the limitation of claim 7. The 
person of ordinary skill in the art would have been motivated to modify the interferon 
dosage regiment of Soos et al. treat the instant conditions with a reasonable 
expectation of success. Therefore, the claims 1-7 are obvious over Soos et al. (U. S. 
Patent No. 6, 372, 206). 

7. No claims are allowable over prior art. 

Contact Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jegatheesan Seharaseyon, Ph.D whose telephone 
number is 571-272-0892. The examiner can normally be reached on M-F: 8:30-5:00. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brenda Brumback can be reached on 571-272-0961 . The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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